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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address ~ 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 . 1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- if NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )S Responsive to communication(s) filed on 14 June 2006 . 
2a)D This action is FINAL. 2b)S This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) 0 Claim(s) 1.2.4-7 and 25-32 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) 0 Claim(s) 1 . 2. 4-7. and 25-32 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)D accepted or b)Q objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-1 52. 

Priority under 35 U.S.C. §119 

12)D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
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1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. Q Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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Established State of the Stent Coating Art 
It is well established and conventional in the medical and/or stent coating art to utilize a 
catheter to hold a stent while the stent is coated with a coating material. The catheter thereby 
serves a dual purpose of a workholder as well as a delivery device as evidenced by Rosenbluth 
(US 4,893,623), see col. 13, lines 34-42. 



Claim Rejections - 35 USC § 112 

Claims 4-7, and 29, and 30 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

In claim 4, lines 1-2, "the first and/or second element" lack antecedent basis. 

In claim 5, lines 1-2, "the first and/or second element" lack antecedent basis. 

In claim 7, lines 1-2, "the first and/or second element" lack antecedent basis. 

In claim 29, lines 1-2, "the first and/or second element" lack antecedent basis. 

In claim 30, lines 1-2, "the first and/or second element" lack antecedent basis. 



Claim Rejections - 35 USC §102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 
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Claims 1, 4-6, and 27-32 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Kachigian (US 5,084,005). 

Kachigian provides a swab useful for medical purposes and capable of supporting a stent 
comprising a member (32 or 5 1; Figs. 4 and 7) including a plurality of pores (34) disposed on a 
surface of the member, the pores capable of receiving a coating substance during a the coating 
process, and wherein the pores have an open end and a closed end so as to provide a closed pore 
system on the surface of the member (col. 2, lines 63-68). 

With respect to claims 4-6, the swab further comprises a handle supporting the closed 
pore member wherein the handle is made from a variety of materials including polymers and 
metal (col. 6, lines 60-68). 

With respect to claims 27, 32, and 32, the member (32 or 51) comprises a layer of closed 
pore material capable of collecting or absorbing at least partially to substantially, a 
predetermined amount of fluid, the member being disposed as a layer on the surface of a handle 
(21,21a). 

Claims 27-29 and 30-32 are rejected under 35 U.S.C. 102(b) as being anticipated by Sills 
(US 3,724,018). 

Sills provides a swab useful for medicinal purposes (col. 4, lines 22-28) and capable of 
supporting a stent comprising a member (10A, Fig. 4) including a plurality of pores disposed on 
a surface of the member, the pores capable of receiving a coating substance during a coating 
process, the member being formed as a layer on the surface of a handle (12), and the member 
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being capable of collecting or absorbing at least partially to substantially, a predetermined 
amount of fluid (col. 3, lines 50-57). 

Claim Rejections - 35 USC §103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 USPQ 459 
(1966), that are applied for establishing a background for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness 
or nonobviousness. 

Claims 2 and 25 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Kachigian (US 5,084,005). 

The teachings of Kachigian have been mentioned above but Kachigian is silent 
concerning the dimension (i.e., diameter) of the pores in the member being in the claimed micron 
range up to 50 microns. However, because the Kachigian swab is useful for collecting samples 
of microorganisms (col. 1, lines 15+), said microorganisms being micron sized, it would have 
been within the purview of one skilled in the art to provide the member with a pore diameter in 
the range of the instantly claimed invention. 
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With respect to the use of a specific type of metal to make the swab handle, Kachigian is 
silent concerning specific metals. However, it would have been within the purview of one 
skilled in the art to make the handle from any known metal safe for use in the body. 

Claims 1, 2, 4-7, 25 and 26 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Jendersee et al (US 5,836,965) in view Helfrich (US 5,308,338) and Scanlon et al (US 
2,845,346). 

Jendersee et al teach a stent delivery device (i.e.,catheter) or workholder for supporting 
the stent, the device comprising a tubular support member (36) for supporting the stent and a first 
cuff or retaining member (54) configured to contact one end of the stent and a second cuff or 
retaining member (54) to make contact with another side of the stent whereby the retaining 
members can be made from any implantable material from stainless steel to polymers (see col. 7, 
lines 34-54). Jendersee et al are silent concerning the retaining member(s) having a porosity to 
the extent of a closed pore system. However, it was known in the art, at the time the invention 
was made, to provide a catheter with cuffs made from porous implantable materials from 
polymers to sintered metal and ceramics as evidenced by Helfrich (see col. 4, lines 3 1-39). It 
was further known in the sintered metal composite art, to enable sintered metal bodies to be 
made of a closed pore construction as evidenced by Scanlon et al (see col. 1, lines 15-23). In 
light of the teachings of Jendersee et al that any implantable material can be used to make the 
retaining member(s), the teaching of Helfrich with respect to catheters having cuffs made from 
porous material (i.e., sintered metal), and the teaching of Scanlon et al, that sintered metal while 
porous, can be made to have a closed pore system, would have found it obvious to make the 
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retaining member(s) of any appropriate porous and/or non-porous implantable material so as to 
retain the stent on the catheter, the catheter with the stent thereon to be used in or out of the 
body. Furthermore, it would have been obvious to one of ordinary skill in the art to utilize any 
appropriate porous or nonporous implantable material from which to make the retaining 
member(s), since it has been held to be within the general skill of a worker in the art to select a 
known material on the basis of its suitability for the intended use as a matter of obvious design 
choice. In re Leshin, 125 USPQ 416. 

Acknowledgement is made of Applicants 1 use of the claimed apparatus for coating the 
stent, however, the intended use of the apparatus has been given no patentable weight without 
the positive recitation in the body of the claim of the structure or means for effecting coating of 
the stent. 

With respect to the pore size, it is within the level of ordinary skill in the art to determine, 
via routine experimentation, the appropriate pore size including diameter of the material used to 
make the closed pore retaining member(s). 

Claims 27-32 are rejected under 35 U.S.C. 103(a) as being unpatentable over Jendersee et 
al (US 5,836,965) in view Helfrich (US 5,308,338). 

Jendersee et al teach a stent delivery device (i.e., catheter) or workholder for supporting 
the stent, the device comprising a tubular support member (36) for supporting the stent, a first 
cuff or retaining member (54) configured to contact one end of the stent and a second cuff or 
retaining member (54) to make contact with another side of the stent whereby the retaining 
members can be made from any implantable material from stainless steel to polymers (see col. 7, 
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lines 34-54). Jendersee et al are silent concerning the cuff(s) or retaining member(s) having a 
porous layer thereon capable of absorbing or at least partially absorbing a fluid. However, it was 
known in the medical art, at the time the invention was made, to provide a catheter with cuffs 
made from porous implantable materials (i. e., polymers to sintered metal and ceramics) to 
promote ingrowth of tissue as evidenced by Helfrich (see col. 4, lines 31-39). It would have been 
obvious to one of ordinary skill in the art to make the cuff(s) or retaining member(s) of a porous 
layer material as taught by Helfrich in the device of Jendersee et al in order to enable the 
absorption or retention of fluid when the stent is pretreated or enable tissue growth when the 
device is implanted. Furthermore, it would have been obvious to one of ordinary skill in the art 
to utilize any appropriate porous or nonporous implantable material from which to make the 
retaining member(s), since it has been held to be within the general skill of a worker in the art to 
select a known material on the basis of its suitability for the intended use as a matter of obvious 
design choice. In re Leshin, 125 USPQ 416. 

Acknowledgement is made of Applicants 1 use of the claimed apparatus for coating the 
stent, however, the intended use of the apparatus has been given no patentable weight without 
the positive recitation in the body of the claim of the structure or means for effecting coating of 
the stent. 

Claims 1, 2, 4-6, and 25-32 are rejected under 35 U.S.C. 103(a) as being unpatentable 
overFrisch US (4,906,423). 

Frisch teaches a device capable of supporting a stent during a coating process comprising 
a member configured to support a stent, the member having a plurality of pores disposed on a 
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surface thereof wherein the pores are capable of receiving a coating substance, during a coating 
process wherein the pores can include open to closed cells (see col. 3, lines 60- 62). Frisch does 
not explicitly teach the device being exclusively of a closed cell construction. However, because 
Frisch recognizes that some cells can be of a closed cell construction, it would have been within 
the purview of one skilled in the art to determine, via routine experimentation, the appropriate 
foam material to employ to arrive at a closed cell pore device. Furthermore, Applicants' use of 
the term "comprising" is deemed open ended language which would not exclude the teachings of 
Frisch to the use of a few open cells in combination with a closed pore system. 

With respect to claim 2, even though Frisch teaches that the pore size and density of the 
porous surface is controlled by cell size and density of foam material employed (see col. 3, lines 
67+ to col. 4, lines 1-22), Frisch is silent concerning the pore diameter of .2 to 50 microns. 
However, one of ordinary skill in the at would determine via routine experimentation the 
appropriate foam material to use having a desired pore diameter in accordance with the medical 
device being produced and the amount of coating material sought to be absorbed on the 
supported mandrel. 

With respect to claims 4-6, 25, and 26, see col. 3, lines 60 to col. 4, lines 1-49. 

With respect to the device including a foam layer capable of partially to substantially 
absorbing a coating material, one of ordinary skill in the art would expect the Frisch device 
including a polymeric foam layer on a metal mandrel or rod to be capable of absorbing at least 
partially to substantially, a predetermined amount of material because the foam layer is of an 
open cell type. 
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Conclusion 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Laura Edwards whose telephone number is (571) 272-1227. The 
examiner can normally be reached on Monday-Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Chris Fiorilla can be reached on (571) 272-1 187. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



fcaura Edwards 
Primary Examiner 
Art Unit 1734 
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